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DETAILED ACTION 

The following Office Action contains rejections to previously allowed and/ or previously 
objected-to-as-allowable material as indicated in Office Action mailed 9/20/07. Accordingly, the 
following action has been made Non-Final. 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior art are such that the 
subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not he negatived by the manner in which the 
invention was made. 

2. Claims 7-16 and 18-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent No. 4,513,754 to Lee in view of U.S. Patent No. 5,385,561 to Cerny. 

In regards to claims 7-11,15, 16 and 18 - 22, Lee discloses a bone biopsy system including 
an outer cannula (24') defining a length from a proximal end to a beveled distal tip; a handle portion 
(18') coupled to the proximal end of the outer cannula; the outer cannula is adapted to removably 
accommodate a biopsy aspiration device (102) therein. The aspiration device includes an elongated 
cannula body (102) having a proximal end (108), a distal tip (105) and a linear longitudinal axis, 
wherein the length of the elongated cannula is greater than the length of the outer cannula; a lumen 
running longitudinally through the interior of the cannula body. The aspiration device includes a 
distal tip and a laterally oriented distal opening (Col. 5, line 55) adjacent to the tip. Lee discloses an 
outer cannula hub connected to a proximal portion of the outer cannula; and an inner cannula hub 
(108) connected to the proximal end of the elongated cannula body; wherein the hubs are 
configured to establish a substantially air tight seal upon assembly (Col. 5, lines 60 - 65). The 
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proximal end of the cannula body comprises a luer attachment (1 14, 1 1 6) for removable coupling of 
an aspiration source. Lee discloses a stylet (104) for removable insertion within the outer cannula 
(Figure 9). Lee discloses viewable indicia indicating the position of the distal opening (Col. 5, lines 
65 - 68). However, Lee fails to disclose the distal tip having an arcuate curved surface originating 
on the opposite side to the laterally oriented distal opening and terminating at the distal-most point 
of the distal opening. However, Cerny discloses an elongated cannula body (14) having a proximal 
end, a distal tip (20) and a linear longitudinal axis; a lumen running longitudinally through the 
interior of the cannula body, the lumen terminating at a proximal opening and terminating at a single 
laterally oriented distal opening (24) immediately adjacent the distal tip; wherein the tip of the 
cannula body comprises an arcuate curved surface originating on the opposite side to the laterally 
oriented distal opening, the curved surface terminating at the distal-most point of the distal opening 
(Figures 2A and 2B). It would have been obvious to one having ordinary skill in the art to modify 
the distal tip of the aspiration device as disclosed by Lee to include an arcuate curved surface 
originating on the opposite side to the laterally oriented distal opening, the curved surface 
terminating at the distal-most point of the distal opening as taught by Cerny in order to penetrate 
the tissue without coring (Col. 7, lines 36 - 38). 

In regards to claims 12 - 14, Lee discloses a method for obtaining a bone marrow sample 
from a morrow site in a patient including penetrating the cortex of a bone with an outer cannula 
having a stylet positioned within (Col. 6, lines 25 - 27), the distal portion of the stylet extending 
beyond the end of the outer cannula, until the distal end is surrounded by marrow; removing the 
stylet (Col. 6, lines 28 - 29); inserting into the outer cannula a biopsy aspiration device such that the 
distal tip of the aspiration device is extended into marrow (Col. 6, lines 25 - 27). Lee discloses 
attaching an aspiration source to the proximal end of the aspiration device and withdrawing a sample 
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of marrow from the sampling site (Col. 6, lines 29 - 31). Lee discloses removing the aspiration 
device from the outer cannula and advancing the outer cannula into the bone to obtain a core 
sample (Col. 6, lines 36 - 39. Lee discloses the aspiration device including an elongated cannula 
body (102) having a proximal end (108), a distal tip (105) and a linear longitudinal axis; a lumen 
running longitudinally tiirough the interior of the cannula body. The aspiration device includes a 
distal tip and a laterally oriented distal opening (Col. 5, line 55) adjacent to the tip. However, Lee 
fails to disclose the distal tip having an arcuate curved surface originating on the opposite side to the 
laterally oriented distal opening and terminating at the distal-most point of the distal opening. 
However, Cerny discloses an elongated cannula body (14) having a proximal end, a distal tip (20) 
and a linear longitudinal axis; a lumen running longitudinally through the interior of the cannula 
body, the lumen terminating at a proximal opening and terminating at a single laterally oriented 
distal opening (24) immediately adjacent the distal tip; wherein the tip of the cannula body comprises 
an arcuate curved surface originating on the opposite side to the laterally oriented distal opening, 
the curved surface terminating at the distal-most point of the distal opening (Figures 2A and 2B). It 
would have been obvious to one having ordinary skill in the art to modify the distal tip of the 
aspiration device as taught by Lee to include an arcuate curved surface originating on the opposite 
side to the laterally oriented distal opening, the curved surface terminating at the distal-most point of 
the distal opening as taught by Cerny in order to penetrate the tissue without coring (Col. 7, lines 36 



-38). 



Response to Arguments 



3. 



Applicant's arguments with respect to the claims have been considered but are moot in view 



of the new ground(s) of rejection. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to JONATHAN ML FOREMAN whose telephone number is (571)272-4724. 
The examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. M. F./ 

Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisor) Patent I Examiner, Art Unit 3736 



